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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 

WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 1 33). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1 .704(b). 

Status 

1)^ Responsive to communication(s) filed on f ^ January 2005 . 
2a)D This action is FINAL. 2b)^ This action is non-final. 

3) n Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213, 

Disposition of Claims ^ 

4) iEI Claim(s) 6-10 and 16-21 is/are pending in the application. 

4a) Of the above claim(s) is/are withdrawn from consideration. 

5) n Claim(s) is/are allowed. 

6) ^ Claim(s) 6-10 and 16-21 is/are rejected. 
?)□ Claim(s) is/are objected to. 

8) n Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) 0 The specification is objected to by the Examiner. 

10)0 The drawing(s) filed on is/are: a)n accepted or b)n objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
1 !)□ The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 119 

12)K Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)IEI All b)D Some * c)\J None of: 

1 .Q Certified copies of the priority documents have been received. 

20 Certified copies of the priority documents have been received in Application No. . 

3.KI Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 



Attachment(s) 

1 ) ^ Notice of References Cited (PTO-892) 4) □ nterview Summary (PTO-413) 

2) □ Notice of Draflsperson's Patent Drawing Review (PTO-948) Paper No(s)/Mail Date. . 

3) S Information Disclosure Statement(s) (PTO/SB/08) 5) □ Notice of Informal Patent Application 

Paper No(s)/Mail Date 1 1 January 2005: 1 1 April 2005 . 6) □ Other: . 

U.S. Patent and Trademark Office 

PTOL-326 (Rev. 08-06) ^ Office Action Summary Part of Paper No./Mail Date 20070927 
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DETAILED ACTION 

The Office Action is in response to the 371 of PCT/JP03/08708 filed July 9, 2003. 
Claims 1-5 and 11-15 have been cancelled; amended claims 6-10 and 16-21 are being 
examined on the merits herein. 

Claim Rejections - 35 USC §112 
The following Is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact temis as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 6-10 are rejected under 35 U.S.C. 112, first paragraph, for scope of 
enablement because the specification, while being enabling for the treatment of drug- 
induced neuropathy, does not reasonably provide enablement for the prophylaxis of 
drug-induced neuropathy as claimed. 

The instant claims are drawn to a pharmaceutical composition and a method for 
the prophylaxis of drug-induced neuropathy. The instant specification fails to provide 
Information that would allow the skilled artisan to practice the instant invention. Attention 
is directed to In re Wands, 8 USPQ2d 1400 (CAFC 1988) at 1404 where the court set 
forth the eight factors to consider when assessing if a disclosure would have required 
undue experimentation. Citing Ex parte Forman, 230 USPQ 546 (BdApIs 1986) at 547 
the court recited eight factors: 
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(1 ) the nature of the invention; (2) the state of the prior art; (3) the relative skill of those 
in the art; (4) the predictability or unpredictability of the art; (5) the breadth of the claims; 
(6) the amount of direction or guidance presented; (7) the presence or absence of 
working examples; and (8) the quantity of experimentation necessary. 

Nature of the invention: 

The instant invention pertains to a method for the prophylaxis of drug-induced 
neuropathy. 

The state of the prior art: 

The skilled artisan would view that the prophvlaxis of one or more symptoms of 
drug-induced neuropathy totally, absolutely, or permanently, is highly unlikely, since one 
cannot guarantee that the drug-induced neuropathy will always be prevented (QuasthofT 
et aL, Journal of Neurology, Jan. 2002, abstract; page 15, conclusion). 

The relative skill of those in the art: 

The relative skill of those in the art is very high. 

the predictabilitv or lack thereof in the art: 

The skilled artisan would view that the treatment to prevent drug-induced 
neuropathy, absolutely, or permanently is highly unpredictable (Quasthoff et al., Journal 
of Neurology, Jan. 2002, abstract; page 15, conclusion). 
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The amount of direction or guidance presented and the presence or absence of working 
examples: 

In the instant case, no working examples are presented in the specification as 
filed showing how to prevent drug-induced neuropathy totally, absolutely, or 
permanently. Note that lack of a working example, is a critical factor to be considered, 
especially in a case involving an unpredictable and undeveloped art. See MPEP 2164. 

Genentech, Inc. v. Novo Nordisk, 108 F.3d at 1366, states, "a patent is not a 
hunting license. It is not a reward for search, but compensation for its successful 
conclusion" and "[pjatent protection is granted in return for an enabling disclosure of an 
invention, not for vague intimations of general ideas that may or may not be workable". 

Therefore, in view of the Wands factors, e.g., the amount of direction or guidance 
provided, absence of working examples, and the predictability of the art discussed 
above, to practice the claimed invention herein, a person of skill in the art would have to 
engage in undue experimentation t o test the combination in the instant claims whether 
preventing drug-induced neuropathy totally, absolutely, or permanently (page 11, 
column 1, 1^4ull paragraph; page 14, column 1, 2"^ heading "when should 
chemotherapy be limited or even stopped?"). 



Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 
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A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or 
in public use or on sale in this country, more than one year prior to the date of application for 
patent in the United States. 

Claims 6-10 and 16-20 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Foguet et al. (WO 01/72288A2). 

Foguet teaches the administration of cytidine 5'-diphosphocholine (CDP-choline) 
for the treatment of alcohol withdrawal syndrome. The reference teaches that chronic 
alcohol abuse has been reported to impair dopamine sensitivity; an effect that probably 
arises from changes in neuronal membrane fluidity and in the number and functionality 
of receptors (i.e., peripheral neuropathy) (page 1 , all), meeting the limitations of claims 
6, 7, 9, and 10. 

Additionally, Foguet teaches that CDP-choline can be administered orally or 
parentally (page 3, lines 3-9) and in the form of tablets, capsules, powder, granules, 
cachets, lozenges, solution, suspension, emulsion, symp, and the like (page 3, lines 21- 
25; example 1 and 2), thus meeting the limitations of claims 8, 16-20, 

Furthermore, no patentable weight is given for the "intended use" of the 
pharmaceutical composition containing CDP-choline as recited in claims 16-20. A 
preamble is generally not accorded any patentable weight where it merely recites the 
purpose of a process or the intended use of a structure, and where the body of the 
claim does not depend on the preamble for completeness but, instead, the process 
steps or structural limitations are able to stand alone. See In re Hirao, 535 F.2d 67, 190 
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USPQ 15 (CCPA 1976) and Kropa v, Robie. 187 F.2d 150, 152. 88 USPQ 478, 481 
(CCPA1951). 

Thus Foguet anticipates the instantly claimed invention. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as 
set forth in section 102 of this title, if the differences between the subject matter sought to be 
patented and the prior art are such that the subject matter as a whole would have been obvious 
at the time the invention was made to a person having ordinary skill in the art to which said 
subject matter pertains. Patentability shall not be negatived by the manner in which the invention 
was made. 

This application currently names joint inventors. In considering patentability of 
the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 
the various claims was commonly owned at the time any inventions covered therein 
were made absent any evidence to the contrary. Applicant is advised of the obligation 
under 37 CFR 1 .56 to point out the inventor and invention dates of each claim that was 
not commonly owned at the time a later invention was made in order for the examiner to 
consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 
prior art under 35 U.S.C. 103(a). 

Claims 21 are rejected under 35 U.S.C. 103(a) as being unpatentable over 
Foguet et al. in view of Remington's: The Science and Practice of Pharmacy, 
Nineteenth Edition, Vol 1. 1985, page 806). 
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Foguet is discussed above. 

It is well-settled law that combining printed instructions and an old product into a 
kit will not render the claimed invention nonobvious even if the instructions detail a new 
use for the product. See In re Ngai, 367 F.3d 1336, 1339. 70 USPQ2d 1862. 1864 (Fed. 
Cir. 2004). Further, the Inclusion of a package insert or label showing the "the name of 
drug, dosage, dosage form, route of administration, indication and direction of use" of a 
pharmaceutical composition is mandated by 21 CFR 201.57 and is therefore obvious to 
one of ordinary skill in the art. 

Thus, it would have been obvious to one of ordinary skill in the art at the time of 
the invention to have packaged the composition as taught by Foguet and included the 
medication as a package with instructions. The motivation is that it is mandated by law, 
(21 CFR 201.57). 

Conclusion 

Claims 6-10 and 16-21 are not allowed. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more infomiation about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to SAHAR JAVANMARD whose telephone number is (571) 
270-3280. The examiner can normally be reached on 8 AM-5 PM MON-FRI (EST). 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, JEFFREY STUCKER can be reached on (571) 272-091 1 . The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 




JEFFREY STUCKER 
SUPERVISORY PATENT EXAMtNER 



